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Status 

1)[X] Responsive to communication(s) filed on 28 November 2003 . 
2a)D This action is FINAL. 2b)Egl This action is non-final. 
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closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 
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4) [X] Claim(s) 1.2.4-8, 10-19 and 29-38 is/are pending in the application. 
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DETAILED ACTION 

This office action is in response to Applicant's paper filed 28 November 2003. Claims 3, 
9 and 20-28 are canceled. Claims 1-2, 4-8, 10-19 and 29-38 are pending, with claims 1-2, 4 and 
7-8 are under consideration. 

Withdrawal of Objections and Rejections 

1 . The rejections and/or objections made in the prior office action, which are not explicitly 
stated below, in original or modified form are withdrawn. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. Applicants' arguments filed 28 November 2003 will be addressed to the 
extent that they pertain to the present grounds of rejection. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. (New) Claims 1-2, 4 and 7-8 are rejected under 35 U.S.C. 1 12, first paragraph, as failing 
to comply with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/or use the invention. 

The first paragraph of 35 U.S.C. 1 12 states, "The specification shall contain a written 
description of the invention, and of the manner and process of making and using it, in such full, 
clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same...". The courts have 
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interpreted this to mean that the specification must enable one skilled in the art to make and use 
the invention without undue experimentation. The courts have further interpreted undue 
experimentation as requiring "ingenuity beyond that to be expected of one of ordinary skill in the 
art" ( Fields v. Conover , 170 USPQ 276 (CCPA 1971)) or requiring an extended period of 
experimentation in the absence of sufficient direction or guidance ( In re Coliannu 195 USPQ 150 
(CCPA 1977)). Additionally, the courts have determined that "... where a statement is, on its 
face, contrary to generally accepted scientific principles", a rejection for failure to teach how to 
make and/or use is proper (In re Marzocchi, 169 USPQ 367 (CCPA 1971). Factors to be 
considered in determining whether a disclosure meets the enablement requirement of 35 U.S.C. 
1 12, first paragraph, have been described in In re Coliannl 195 USPQ 150, 153 (CCPA 1977), 
have been clarified by the Board of Patent Appeals and Interferences in Ex parte Forman , 230 
USPQ 546 (BPAI 1986), and are summarized in In re Wands (858 F2d 73 1, 737, 8 USPQ2d 
1400, 1404 (Fed Cir. 1988). Among the factors are the nature of the invention, the state of the 
prior art, the predictability or lack thereof in the art, the amount of direction or guidance present, 
the presence or absence of working examples, the breadth of the claims, and the quantity of 
experimentation needed. The instant disclosure fails to meet the enablement requirement for the 
following reasons: 

The nature of the invention: The claims invention is drawn to pharmaceutical 
compositions comprising KPV polypeptides of SEQ ID NO:l and glucocorticoid anti- 
inflammatories. The specification teaches that the polypeptides of SEQ ID NO: 1 has 
antimicrobial activity. 
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The state of the prior art and the predictability or lack thereof in the art: Enablement 
must be provided by the specification unless it is well known in the art. In re Buchner 18 USPQ 
2d 133 1 (Fed. Cir. 1991). The art teaches that the use of glucocorticoids carries a detrimental 
affect toward microbes of skin disorders. (Cutuli et al Journal of Leukocyte Biology, Vol. 67 
pages 233-239; cited in previous office action). Cutuli et al teaches, however, that the KPV 
peptides are not detrimental to microbial control as is with glucocorticoid use. However, there is 
no indication that the combination of the two compounds into one formulation would adequately 
control inflammation and microbial loads. Thus, there is no sufficient predictability taught in the 
art regarding the use of the two in combination in one pharmaceutical formulation. 

The amount of direction or guidance present and the presence or absence of working 
examples: Without adequate teachings found in the art that there is therapeutic efficacy through 
combined use of glucocorticoids as an anti-inflammatory and KPV as a microbial and anti- 
inflammatory in one pharmaceutical composition, detailed guidance is required in the 
specification to enable one of skill in the art to be able to use the claimed polypeptides. This 
guidance is absent. 

The breadth of the claims and the quantity of experimentation needed: Given the 
teachings of unpredictability which are found in the art regarding the therapeutic efficacy of 
glucocorticoids used in situations where anti-inflammatories are required in conjunction with 
anti-microbials like the claimed KPV compounds, and in the absence of sufficient guidance in 
applicant's disclosure to overcome the teachings of unpredictability which are found in the art, it 
would require undue experimentation by one of skill in the art to be able to use the claimed 
invention. 
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4. (Withdrawn) Rejection of claims 1 and 20 under 35 U.S.C. 1 12, first paragraph, as failing 
to comply with the written description requirement is withdrawn as obviated by amendments, 

5. (Withdrawn) Rejections of claim 1-4, 7-9, 20-23 and 26-28 under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention are withdrawn as obviated by amendments. 

Claim Rejections - 35 USC §102 

6. (Withdrawn) Rejection of claims 1-2 under 35 U.S.C. 102(b) as being anticipated by 
Cutuli et al. is withdrawn as obviated by arguments. 

Claim Rejections - 35 USC § 103 

7. (Withdrawn) Rejection of claims 1-4 and 7-9 under 35 U.S.C. 103(a) is withdrawn as 
obviated by applicants' arguments. 

Double Patenting 

8. (Maintained) The rejection of claims 1-2, 4 and 7-8 as provisionally rejected under the 
judicially created doctrine of obviousness-type double patenting as being unpatentable over 
claims 1-3, 7 and 10-11 of copending Application No. 10/023,287 ('287) is maintained. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because of reasons previously stated. Applicants' arguments that the '287compounds are for 
shampoo and veterinary uses is not relevant when the present invention is drawn to a compound 
comprising the compounds as that of the co-pending application. The Cutuli et al. reference of 
the previous office action is not required in the present double patenting rejection. The claims 
were amended to encompass an intended use (i.e., treatment of psoriatic disorders and contact 
dermatitis), however, this intended use limitation is not enough to obviate the rejection. 
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This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 



No claims are allowed. Claims 1-2, 4 and 7-8 are rejected 
Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to B. Dell Chism whose telephone number is 571-272-0962. The 
examiner can normally be reached on 7:30 AM - 4:30 PM, Monday through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback can be reached on 571-272-0961. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306 for regular 
communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-1235. 



Conclusion 
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